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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above Is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply Is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication, 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 704(b). 

Status 

1)^ Responsive to communicationfs) filed on 27 August 2001 . 
2a)n This action is FINAL. 2b)^ This action is non-final. 

3) n Since this application is in condition for allowance except for fonnal matters, prosecution as to the merits is 

closed in accordance with the practice under Exparfe Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-65 is/are pending in the application. 

4a) Of the above claim(s) 22-38 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) H Claim(s) 1-21 and 39-65 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

1 1) 0 The proposed drawing correction filed on is: a)^ approved b)\Zl disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) n Acknowledgment is made of a claim for foreign priority under 35 as.C. §_lt9(3)-(d)_Gj^(^^^^ 

a)S All -b)Q-Some'* c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2,n Certified copies of the priority documents have been received in Application No. . 

30 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

1 5) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 1 20 and/or 121. 

Attachment(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) [3 Information Disclosure Statement(s) {PTO-1449) Paper No(s) 14. 6) □ Other: 
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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of apphcation for patent in the United States. 

2. Claims 1, 4, 7, 8, 9, 10, 14, 39, 43-52, 55-59, 61-65 are rejected under 35 U.S.C. 102(b) 
as being anticipated by MARTINS et al (U. S. Patent No. 4,455,142). Martins discloses a 
method of inducing and/or sustaining a CTL response by continuously delivering a single or 
multiple antigen(s) to a mammal (col. 3, lines 57-68; col. 4, lines 10-40). 

aaim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this tide, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

4. ^Glaims=2~3r576rl-lrl2V 137157167^^ 103(a) as 

being unpatentable over MARTINS as applied to claims 1 and 4 above, and further in view of 
KUNDIG (Science. 268: 1343-1347). Martins discloses the claimed innovation except for 
delivering the antigen directly to the lymphatic system, treating cancer, using a cytokine, or an 
osmotic pump. Kundig discloses that delivering an antigen with a cytokine is well-known in the 
art, but that delivery can also be made directly to the cytokine-rich lymphatic system. It would 
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have been obvious to one of ordinary skill in the art at the time of the invention to use the 
teachings of Kundig in the invention of Martins in order to provide a tumor vaccination strategy 
to make tumors immunogenic. It is notoriously well-known in the art to use osmotic pumps to 
deliver a desired therapeutic composition. 

5. Claims 17, 18, 19, 41, 42, 53, and 54 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over MARTINS as applied to claims 4, 39, and 48 above, and further in view of 
FALO, Jr, et al. (U. S. Patent No. 5,951,975). Martins discloses the claimed invention except for 
delivery of a MAGE-1 antigen. Falo teaches utilizing a MAGE-1 antigen to induce a CTL 
response in a patient (col. 4, lines 20-37). It would have been obvious to one of ordinary skill in 
the art at the time of the invention to use the teachings of Falo in the invention of Martins in 
order to stimulate CTL production and destruction of tumor cells without having to identify 
antigens for each specific tumor (col. 3, lines 38-45). 

6. Claims 40 and 60 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
MARTINS as applied to claims 39 and 59 above, and further in view of EBERLEIN et al. (U. S. 
Patent No. 5,550,214). Martins discloses the claimed invention except that that the polypeptide 
antigen is 8-10 amino acids. Eberlein teaches the use of polypeptide antigens of 9 and 10 amino 
acids (col. 2^1ines 29-6 l;^coL _3,_ lin^^lO-^S^^CGlr^^ 

been obvious to one of ordinary skill in the art at the time of the invention to use the teachings of 
Eberlein in the invention of Martins in order to initiate immune responses against tumor cells 
only (col. 2, lines 18-23). 
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Response to Arguments 

7. Applicant's arguments with respect to claims 1-21, 39-65 have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Hayes at (703) 305-5873. The examiner can usually be 
reached Monday -Thursday, 7:00-4:30, and on alternate Fridays. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, Angela Sykes, can be 
contacted at (703) 308-5181. The fax number for submitting official papers is (703) 872-9302. 
The fax number for submitting after final papers is (703) 872-9303. 




Michael J. Hayes 
17 November 2001 



Attachment for PTO-948 (Rev. 03/01, or earlier) 

6/18/01 



The below text replaces the pre-printed text under the heading, 
"Informi?t?on on How to Effect Drawing Changes/' on the back 
of the PTO-948 (Rev. 03/01, or earlier) form. 

INFORMATION ON HONN TO tKKEC T DRAW ( H ANCtS 

1. Correction of Informalities - 37 CFR 1.85 

New corrected drawings musi be tiled w,ih ihe chafi^'es mcorporaicd ihcrcn 
Identifying indicia, ifprovided. should include ihc mle o( >he invention 
inventor-s name, and application number, or dockei number (i( any) it an 
application number has not been assigned to the applica.ion If this mtormaiion .s 
provided it must be placed on the front of each sheei nnd centered w.hin (he lo,, 
marcin If corrected drawings are required in a Notice of Allowability (PTOL- 
37) the new drawings MUST be tiled within the THREE MONTH shortened 
statutory period set for reply in the Notice of Allowability Extensions of time 
may NOT be obtained under the provisions of 37 CFR I 1 36(a) or (b) for hiing 
the corrected drawings after the mailing of a Notice of Allowability The 
drawifigs should be filed as a separate paper with a transmittal letter addressed io 
the Official Draftsperson 

2. Corrections other than Informalities Noted by Draftsperson on form PTO- 
948. 

All changes lo the drawings, other than informalmcs noicd by u.e Urahsperson. 
MUST be made in the same manner as above except that, normally, a highlighted 

(preferablyied ink) sketch ofihechaogesjo b^co^^ 

"drlx^ingsMUS^ examiner before ihe applicauon will be 

allowed No changes will be permuted to be made oihcr ihan correction oi 
informalities, unless the examiner has approved the proposed changes 

Timing of Corrections 

Applicant is required to submit the drawing corrections within the 
time oenod set in the attache d Office cointnunication See ."^7 CFK 
1.85(a) 

Failure to take correcltve action within liie set period will result in 
ABANDONMENT of the application. 



